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DETAILED ACTION 

1 . Claims 1-25 are pending in the current application. 

Priority 

2. If applicant desires to claim the benefit of a prior-filed application under 35 
U.S.C. 371, a specific reference to the prior-filed application in compliance with 37 
CFR 1.78(a) must be included in the first sentence(s) of the specification 
following the title or in an application data sheet. For benefit claims under 35 
U.S.C. 120, 121 or 365(c), the reference must include the relationship (i.e., continuation, 
divisional, or continuation-in-part) of the applications. 

If the instant application is a utility or plant application filed under 35 U.S.C. 
1 1 1 (a) on or after November 29, 2000, the specific reference must be submitted during 
the pendency of the application and within the later of four months from the actual filing 
date of the application or sixteen months from the filing date of the prior application. If 
the application is a utility or plant application which entered the national stage from an 
international application filed on or after November 29, 2000, after compliance with 35 
U.S.C. 371 , the specific reference must be submitted during the pendency of the 
application and within the later of four months from the date on which the 
national stage commenced under 35 U.S.C. 371(b) or (f) or sixteen months from 
the filing date of the prior application. See 37 CFR 1 .78(a)(2)(ii) and (a)(5)(ii). This 
time period is not extendable and a failure to submit the reference required by 35 U.S.C. 
1 19(e) and/or 120, where applicable, within this time period is considered a waiver of 
any benefit of such prior application(s) under 35 U.S.C. 1 19(e), 120, 121 and 365(c). A 
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benefit claim filed after the required time period may be accepted if it is accompanied by 
a grantable petition to accept an unintentionally delayed benefit claim under 35 U.S.C. 
119(e), 120, 121 and 365(c). The petition must be accompanied by (1) the reference 
required by 35 U.S.C. 120 or 1 19(e) and 37 CFR 1.78(a)(2) or (a)(5) to the prior 
application (unless previously submitted), (2) a surcharge under 37 CFR 1.1 7(t), and (3) 
a statement that the entire delay between the date the claim was due under 37 CFR 
1 .78(a)(2) or (a)(5) and the date the claim was filed was unintentional. The Director 
may require additional information where there is a question whether the delay was 
unintentional. The petition should be addressed to: Mail Stop Petition, Commissioner 
for Patents, P.O. Box 1450, Alexandria, Virginia 22313-1450. 

If the reference to the prior application was previously submitted within the time 
period set forth in 37 CFR 1 .78(a), but not in the first sentence(s) of the specification or 
an application data sheet (ADS) as required by 37 CFR 1 .78(a) (e.g., if the reference 
was submitted in an oath or declaration or the application transmittal letter), and the 
information concerning the benefit claim was recognized by the Office as shown by its 
inclusion on the first filing receipt, the petition under 37 CFR 1 .78(a) and the surcharge 
under 37 CFR 1.1 7(t) are not required. Applicant is still required to submit the reference 
in compliance with 37 CFR 1 .78(a) by filing an amendment to the first sentence(s) of the 
specification or an ADS. See MPEP § 201 .1 1 . 



Election/Restrictions 

3. Restriction is required under 35 U.S.C. 121 and 372. 
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This application contains the following inventions or groups of inventions, which 
are not so linked as to form a single general inventive concept under PCT Rule 13.1 . 



Group I, Claims 1-12, 14, 15, & 18 drawn to compounds and compositions possessing a 
benzothiazepine core where in applicant's Markush structure of Formula I M 1 is Chb, M 2 
is NR 24 , R 1 and R 2 are H or lower alkyl, r 3 =r 4 =r 7 =r 9 =r 8 =r 14 =r 15 =r 17 =r 24 =h, R 6 is H 
or SMe, R 5 is IA, Z is O, R 10 is cyclohexyl or phenyl, n=1 , m=0, R 13 is IB p=1 , q=0, R 16 is 
OH, and r=5 shown as structure I in Figure 1. 

Group II, Claims 1-12, 14, 15, & 18 drawn to compounds and compositions possessing 
a benzothiepine core where in applicant's Markush structure of Formula I M 1 is CH 2 , M 
is CR 22 R 23 , R 22 =OH, R 1 and R 2 are H or lower alkyl, 

R3 =R 4 =R 5 =R 7 =R 9 =R 8 =R 14 =R 15 =R 17 =R 23 ^ R 6 js ^ z js 5 R 10 js cydohexy | Qr phenyl 

n=1, m=0, R13 is IB p=1, q=0, R i6 is OH, and r=5 shown as structure It in Figure 1. 

Group III, Claims 1-9, 14, 15, & 18 drawn to compounds and compositions possessing a 
polypyridine core where in applicant's Markush structure of Formula I M 1 is CH 2 , M is 
NR^ 4 , R 1 and R 2 are H or lower alkyl, R 3 =R 4 =R 7 =H, R 6 is H, R 5 is IA, Z is S, n=2, R 8 is 
heterocyclyl and the heterocyclyl is 4-pyridyl, m=2, R 10 and R 11 are heterocyclyl and the 
heterocyclyl is 4-pyridyl, R i3 is IB p=3, R 15 is heterocyclyl and the heterocyclyl is 4- 
pyridyl, q is 1, X is S(0) n (where this particular n is also 2), R 16 is heterocyclyl and the 
heterocyclyl is 4-pyridyl, r=3, R 17 is IC, R 19 is heterocyclyl and the heterocyclyl is 4- 
pyridyl, z=3, R 20 is heterocyclyl-(Ci-ioalkylene)R 54 (Ci. 10 alkylene)h, and the heterocyclyl 
is 3-pyridyl the C-Moalkylene is a C10 skipped diene, R 54 is S0 2 and 3-pyridyl of the 
hetereocyclyl of R 20 is substituted with R sV in the 2 position R57 is heterocyclyl-(Ci- 
i 0 alkylene)R 60 (Ci-i 0 alkylene)h, and the heterocyclyl is 2-pyridyl the Ci-ioalkylene is a Ci 0 
skipped diene, R 60 is S0 2 which is shown as structure III in Figure 1. 

Groups IV-VI, Claim 13 drawn to processes for the preparation of compounds limited in 
scope to one of the groups l-lll. 



Groups VII-IX, Claims 16-17 drawn to methods of treatment with compounds of groups 
l-lll limited in scope to one of the groups l-lll. 



Groups X-XII Claims 19, 22-23 drawn to combination compositions with compounds of 
groups l-lll and statin drugs limited in scope to one of the groups l-lll. 

Groups XIII-XV Claims 20 and 21 drawn to combination compositions with compounds 
of groups l-lll and bile acid binders etc. limited in scope to one of the groups l-lll. 
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Groups XVI-XVIII Claims 24-25 drawn to combination compositions with compounds of 
groups l-lll and PPAR-y or PPAR-a limited in scope to one of the groups l-lll. 




Figure 1 . Inventions l-lll 
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The inventions listed as Groups I- XVIII do not relate to a single general inventive 

concept under PCT Rule 13.1 because under PCT Rule 13.2, they lack the same or 

corresponding special technical features for the following reasons: 

(f) "Markush practice" The situation involving the so-called Markush practice wherein a 

single claim defines alternatives (chemical or non-chemical) is also governed by PCT 

Rule 13.2. In this special situation, the requirement of a technical interrelationship and 

the same or corresponding special technical features as defined in PCT Rule 13.2, shall 

be considered to be met when the alternatives are of a similar nature. 

(i) When the Markush grouping is for alternatives of chemical compounds, they shall be 

regarded as being of a similar nature where the following criteria are fulfilled: 

(A) All alternatives have a common property or activity; and 

(B) (1) A common structure is present, i.e., a significant structural 
element is shared by all of the alternatives; or 

(B) (2) In cases where the common structure cannot be the unifying criteria, 
all alternatives belong to a recognized class of chemical compounds in the art to 
which the invention pertains. 

In paragraph (f)(i)(B)(1), above, the words "significant structural element is 
shared by all of the alternatives" refer to cases where the compounds share a common 
chemical structure which occupies a large portion of their structures, or in case the 
compounds have in common only a small portion of their structures, the commonly 
shared structure constitutes a structurally distinctive portion in view of existing prior art, 
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and the common structure is essential to the common property or activity. The 
different variables M1, M2, Z, m, n, o, p, q, r and r R1-R67, etc. result in so many 
permutations giving both heterocyclic and non-hetero rings, different bonds between 
atoms, resulting in compounds that have achieved a different status in the art, and thus 
are drawn to an improper Markush group on the grounds of lack of a common nucleus. 
Thus lack of unity is apparent. 

A preliminary search of a selected core gave numerous iterations, see below: 

[EI sir ~ L- 




Gl C,N 



=> 3 11 

SAMPLE SEARCH INITIATED 16:50:31 FILE 'REGISTRY* 
SAMPLE SCREEN SEARCH COMPLETED - 224* TO ITERATE 



89.1% PROCESSED 2000 ITERATIONS 

INCOMPLETE SEARCH (SYSTEM LIMIT EXCEEDED) 
SEARCH TIME: 00.00.01 



FULL FILE PROJECTIONS : ONLINE * * COMPLETE** 
| 3ATCH "* COMPLETE** 



PROJECTED ITERATIONS : 52039 TO 47721 

PROJECTED ANSWERS: 1455 TO 2673 
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Thus it is clear that applicant's compound core is not applicant's contribution over the 
prior art and the commonly shared structure does not constitute a structurally distinctive 
portion in view of the existing prior art. Thus there is a lack of unity. 

A prior art reference anticipating the claims with respect to one group would not 
render obvious the same claims with respect to another group. Should applicant 
traverse on the ground that the inventions are not patentably distinct, applicant should 
submit evidence or identify such evidence now of record showing the inventions to be 
obvious variants or clearly admit on the record that this is the case. In either instance, if 
the examiner finds one of the inventions unpatentable over the prior art, the evidence or 
admission may be used in a rejection under 35 U.S.C. 103(a) of the other invention. 

4. Applicant is advised that the reply to this requirement to be complete must 
include the invention to be examined. Applicant is advised that in addition to the election 
requirement a reply must include an identification all claims readable thereon, including 
any claims subsequently added. An argument that a claim is allowable or that all claims 
are generic is considered nonresponsive unless accompanied by an election. If claims 
are added after the election, applicant must indicate which are readable upon the 
elected invention. The election of an invention may be made with or without traverse. 
To reserve a right to petition, the election must be made with traverse. If the reply does 
not distinctly and specifically point out supposed errors in the restriction requirement, 
the election shall be treated as an election without traverse. 

5. The examiner has required restriction between product and process claims. 
Where applicant elects claims directed to the product, and the product claims are 
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subsequently found allowable, withdrawn process claims that depend from or otherwise 
include all the limitations of the allowable product claim will be rejoined in accordance 
with the provisions of MPEP §821 .041 Process claims that depend from or otherwise 
include all the limitations of the patentable product will be entered as a matter of right if 
the amendment is presented prior to final rejection or allowance, whichever is earlier. 
Amendments submitted after final rejection are governed by 37 CFR 1.116; 
amendments submitted after allowance are governed by 37 CFR 1.312. In the event of 
rejoinder, the requirement for restriction between the product claims and the rejoined 
process claims will be withdrawn, and the rejoined process claims will be fully examined 
for patentability in accordance with 37 CFR 1 .104. Thus, to be allowable, the rejoined 
claims must meet all criteria for patentability including the requirements of 35 U.S.C. 
101, 102, 103 and 112. Until all claims to the elected product are found allowable, an 
otherwise proper restriction requirement between product claims and process claims 
may be maintained/Withdrawn process claims that are not commensurate in scope with 
an allowable product claim will not be rejoined. See MPEP § 821.04(b). See "Guidance 
on Treatment of Product and Process Claims in light of In re Ochiai; In re Brouwer and 
35 U.S.C. §1 03(b)," 1 184 O.G. 86 (March 26, 1996). Additionally, in order to retain the 
right to rejoinder in accordance with the above policy, applicant is advised that the 
process claims should be amended during prosecution to require the limitations of the 
product claims. Failure to do so may result in a loss of the right to rejoinder. 
Further, note that the prohibition against double patenting rejections of 35 U.S.C. 121 
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does not apply where the restriction requirement is withdrawn by the examiner before 
the patent issues. See MPEP § 804.01. 

6. Applicant is reminded that upon the cancellation of claims to a non-elected 
invention, the inventorship must be amended in compliance with 37 CFR 1.48(b) if one 
or more of the currently named inventors is no longer an inventor of at least one claim 
remaining in the application. Any amendment of inventorship must be accompanied by 
a request under 37 CFR 1 .48(b) and by the fee required under 37 CFR 1 . 1 7(i). 

7. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to David K. O'Dell, Ph.D. whose telephone number is (571) 
272-9071 . The examiner can normally be reached on Mon-Fri 7:30 A.M.-5:00 P.M EST. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Cecilia Tsang can be reached on (571) 272-0562. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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